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DETAILED ACTION 
Response to Amendment 
Specification 

The disclosure is objected to because of the following informalities: It is the 
Examiner's position that Applicant has invoked sixth paragraph, means-plus-function 
language to define Applicant's invention. Therefore the Examiner requires the Applicant 
to amend the specification pursuant to 37 CFR 1.75(d) and MPEP 608.01 (o) to explicitly 
state, with reference to the terms and phrases of the claim element, what structure, 
materials, and acts perform the function recited in the claim element. Please note that 
the MPEP clearly states, "Even if the disclosure implicitly sets forth the structure, 
materials, or acts corresponding to the means-(or step-) plus-function claim element in 
compliance with 35 U.S.C. 112, first and second paragraphs, the PTO may still require 
the applicant to amend the specification pursuant to 37 CFR 1.75(d) and MPEP 
608.01(o)...". (Also see MPEP 2181 (Rev. 1, Feb.2000)) 

Appropriate correction is required. 

Claim Objections 

Claims 1-35, 37-39, and 42-48 are objected to because of the following 
informalities: It is the Examiner's position that Applicant has invoked sixth paragraph, 
means-plus-function language to define Applicant's invention. Therefore the Examiner 
has objected to the claims for the reasons set forth above in the objection to the 
specification. 

Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed, publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3, 6-9, 33, 37, and 46-48 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Swann et al. (4,646,752). Swann discloses a port device and kit 
comprising a tubular portion (14) including self-tapping threads for insertion into an 
opening, a pair of wings (21) for facilitating rotation, and retaining means (18) that are 
capable of engaging an interior surface of a flexible wall, wherein the retaining means 
facilitates sliding insertion of the distal end of the conduit, wherein the wings are 
mounted on the tubular portion between the distal and proximal ends of the device, and 
further including a tubular conduit (7), a drill bit (32), and stop collar (33). 

Claims 1-6, 9, 11, 33-35, 37-39, 42, and 44-48 are rejected under 35 
U.S.C. 102(b) as being anticipated by Akers (3,650,551). Akers discloses a port device 
(14) comprising a tubular portion (21) including self-tapping threads (18) for insertion 
into an opening, a pair of wings (24) for facilitating rotation, and retaining means (26) 
including up to three frustoconical barbs that are capable of engaging an interior surface 
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of a flexible wall, wherein the retaining means facilitates sliding insertion of the distal 
end of the conduit, wherein the wings are mounted on the tubular portion between the 
distal and proximal ends of the device 

Claims 1-3, 6, 9, 1 1, and 46-48 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Fleckenstein (6,454,774). Fleckenstein discloses a port device and kit 
comprising a tubular portion (7) including self-tapping threads for insertion into an 
opening, a pair of wings (9) for facilitating rotation, and retaining means (threads of 8) 
that are capable of engaging an interior surface of a flexible wall, wherein the wings are 
mounted on the tubular portion between the distal and proximal ends of the device, and 
further including a tubular conduit (11). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section f02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Swann 
et al. (US 4,646,752) in view of Lake (US 3,766,910 A). Swann discloses the kit for 
evacuating a collection of fluid from a subdural space with the exception of a retractor 
for spacing sides of an incision in a scalp away from each other. Lake discloses a 
disposable delicate tissue retractor comprising a pair of arms (12, 80) each having a 
proximal ends (no reference numeral; see Figures 2 or 9) joined together to form an 
apex, each of the arms extending away from the apex such that distal ends (no 
reference numeral; see Figures 2 and 9) of the arms are spaced from each other, the 
arms of the retractor forming a substantially V-shaped configuration. It would have 
been obvious to one having ordinary skill in the art to have modified the kit for 
evacuating fluid from a subdural space as taught by Swann et al., by incorporating a 
retractor such as that which is taught by Lake, so as to allow for exposure of an 
adequate operative field to aid in proper placement of the subdural evacuating port in 
the patient's skull. 

Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Swann 
et al. (US 4,646,752) in view of Baudino (US 6,1 10,155 A). Swann et al. disclose the kit 
for evacuating a collection of fluid from a subdural space with the exception of a 
negative pressure device for creating a negative pressure condition. Baudino discloses 
a catheter (14) for conducting fluid to or from the human body comprising a distal end 
(18) received in an opening (22) formed in a patient's skull and in a bore (24) formed in 
the patient's brain tissue (28), a plurality of fluid apertures (32) are provided adjacent the 
distal end, and a source of negative pressure (no reference numeral; see Column 3, 
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lines 27-30) can be applied to the proximal end (16) of the catheter to withdraw fluid 
from the area adjacent to the implanted, distal end. It would have been obvious to one 
having ordinary skill in the art to have modified the kit for evacuating fluid from a 
subdural space taught by Swann et al., by incorporating a negative pressure device as 
disclosed by Baudino, so as to provide means for draining fluid causing high intracranial 
pressure. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Swann 
et al. (US 4,646,752 A) in view of Baudino (US 6,110,155 A), as applied to Claim 11 
above, and further in view of McNeil et al. (US 4,828,546 A). Swann et al. in view of 
Baudino discloses the kit for evacuating a collection of fluid from a subdural space with 
the exception of the negative pressure device comprising a Jackson-Pratt bulb. McNeil 
et al. discloses a bulb evacuator for closed wound suction comprising an interior, a 
primary opening (20, 21) and a secondary opening (24) providing communication 
between the interior and an exterior of the bulb, a check valve (23) in communication 
with the primary opening for resisting exit of fluid from the interior of the bulb to the 
exterior of the bulb while permitting fluid flow into the interior through the primary 
opening, and a cap (25) for selectively closing the secondary opening of the bulb. It 
would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space taught by Swann et al. in view of Baudino, by 
incorporating a bulb evacuator as disclosed by McNeil et al., so as to provide adaptable 
means for draining fluid causing high intracranial pressure which is characterized by its 
ease of operation. 
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Claim 43 is rejected under 35 U.S.C. 103(a) as being unpatentable over Swann 
et al. (US 4,646,752 A) in view Lake (US 3,766,910 A), further in view of Baudino (US 
6,1 10,155 A), and further in view of McNeil et al. (US 4,828,546 A). 

Swann et al. disclose the kit for evacuating a collection of fluid from a subdural 
space with the exception of a retractor for spacing sides of an incision in a scalp away 
from each other. 

Lake discloses a disposable delicate tissue retractor comprising a pair of arms 
(12, 80) each having a proximal ends (no reference numeral; see Figures 2 or 9) joined 
together to form an apex, each of the arms extending away from the apex such that 
distal ends (no reference numeral; see Figures 2 and 9) of the arms are spaced from 
each other, the arms of the retractor forming a substantially V-shaped configuration. 

It would have been obvious to one having ordinary skill in the art to have, 
modified the kit for evacuating fluid from a subdural space as taught by Swann et al., by 
incorporating a retractor such as that which is taught by Lake, so as to allow for 
exposure of an adequate operative field to aid in proper placement of the subdural 
evacuating port in the. patient's skull. 

Swann et al., and further in view of Lake disclose the kit for evacuating a 
collection of fluid from a subdural space with the exception of a negative pressure 
device for creating a negative pressure condition. 

Baudino discloses a catheter (14) for conducting fluid to or from the human body 
comprising a distal end (18) received in an opening (22) formed in a patient's skull and 
in a bore (24) formed in the patient's brain tissue (28), a plurality of fluid apertures (32) 
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are provided adjacent the distal end, and a source of negative pressure (no reference 
numeral; see Column 3, lines 27-30) can be applied to the proximal end (16) of the 
catheter to withdraw fluid from the area adjacent to the implanted, distal end. 

It would have been obvious to one having ordinary skill in the art to have 
modified the kit for evacuating fluid from a subdural space taught by Swann et al., and 
further in view of Lake by incorporating a negative pressure device as disclosed by 
Baudino, so as to provide means for draining fluid causing high intracranial pressure. 

Swann et al., further in view of Lake, and still further in view of Baudino disclose 
the kit for evacuating a collection of fluid from a subdural space with the exception of the 
negative pressure device comprising a Jackson-Pratt bulb. 

McNeil et al. discloses a bulb evacuator for closed wound suction comprising an 
interior, a primary opening (20, 21) and a secondary opening (24) providing 
communication between the interior and an exterior of the bulb, a check valve (23) in 
communication with the primary opening for resisting exit of fluid from the interior of the 
bulb to the exterior of the bulb while permitting fluid flow into the interior through the 
primary opening, and a cap (25) for selectively closing the secondary opening of the 
bulb. 

It would have been obvious to one having ordinary skill in the art to have 
modified the kit for evacuating fluid from a subdural space taught by Swann et al., 
further in view of Lake and still further in view of Baudino, by incorporating a bulb 
evacuator as disclosed by McNeil et al., so as to provide adaptable means for draining 
fluid causing high intracranial pressure which is characterized by its ease of operation. 
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Response to Arguments 



Applicant's arguments with respect to claims 1-12,33-35,37-39 and 42-48 have 
been considered but are moot in view of the new ground(s) of rejection. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Theodore J. Stigell whose telephone number is 571- 
272-8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 



273-8300. 





